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. Clearinghouse Rule No. 01058
. Form 2 —page 2

This rule has been revaewed by the Ruies Ciearmghouse Based on that review, comments are
reported as‘noted below:

1. STATUTORY AUTHORITY [s. 227.15 (2) (a)]

- Comitient Attaced ves || NO =]

2. FORM, STYLE AND _PLA@EMENT IN-ADMINISTRATIVE CODE [s: 227.15 (2) (c)]

Comment Attached | YES E: '. NO [:

R CON?LICT WITH OR DUPLiCATION OF EXISTING RULES [s 22’? 35 (2) (d)}

Comment Attacheé YES E Lo L ONO )

4. ADEQUACY OF REFERENCES TO RELATED STATUTES, 'RULES AND FORMS '
[5.227.15 (2) (e]]

Comment Attached YES NO E

S CLARWYGRAMMARPGNCTUATIG?QANI}USEOFPLAINLANG{; AGE [5.227.15 () (D]
Comment Attached YES & '.NO [:[

6. PO'}T‘ENTIAL CONFLICTS WITH AND COMPARABILE’I‘Y TO, RELATED FEDERAL -
REGULATIONS [s. 227.15 (2) (g)]

. Comment Attached =+~ YES - NO -

7. COMPLIANCE WITH PERMIT ACTION DEADLINE REQUIREMENTS [s. 227.15 (2) ()]

Comment Attached YES . N O P
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CLEARINGHOUSE RULE 01-—-058
Ccmments
[NOTE: All cttatmns to “Manuai” in !:he comments below are m the':' .

Admtmstratwe Rules Procedures Manual, prepared by the Revisor of

Statutes Bureau and the Legrsiatwe Councﬂ Staff dated September N
11998} ' . o

SECTIONS 4 and'5 shouid be reversed smcc s ATCP 8(} 56 (2) numemaliy precedes s
_'-ATC}E’ 80. 56 (4) S N e O _ :

3. Clantv Gmmnia:;: Punctuétz’a:ﬁ and Use of Plain Language -

a. The department may wish to be more specific about the reasons for the rule. It would
appear that the authorization not te report a test disclosing the presence of a pathogenic organism
or toxin could result in the department. not . being-aware of significant contaminants ‘within a
dairy plant. Is the department confident that “nomreportmg” will not shield serious problems
within a dairy plant? - : S :

b. Ts there a need to define “product code™?

c. Is there a need to define the terms “pathogenic organism” or “toxin™? -
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Proposed Hearing Draft
April 23, 2001

PROPOSED ORDER OF THE STATE OF WISCONSIN

DEPARTMENT OF AGRICULTURE, TRADE AND CONSUMER PROTECTION
_ ADOPTING, AMENDING OR REPEALING RULES ..

The state of Wisconsin department of agriculture, trade and consumer protectron proposes the
foilomng order to regeal ATCP 80.56(4); to renumber ATCP 80.56(intro.) and (1) to (3), and to

create ATCP 80 24(5) and 80.56(2); relating to pathogen tests on ready-to-eat dairy products.

Analvszs Pmpared iw the Department of Agr:culture,
: Trade and Cnnsumer Pmtection

Statutory authorzty 8893, 07(1),97. 09(4) and 97. 20(4) Stats.
Statute mterpreted ss 97 09(4) and 97 20(4) Stats

The Department of Agricuiture Trade and Consumer Pmtectmn (DA'I CP) hcenses and inspects
dairy plants under s. 97.20, Stats. Current DATCP rules under s. ATCP 80.56(4), Wis. Adm.
Code, require dairy plant operators to report to DATCP the results of any microbiological test
that confirms the presence of a pathogenic organism in a pasteurized or ready-to-cat dairy..
product. The current reporting requirement d;scourages pathogen testing, because test reports
become public records that may be open to pubhe mspeciion even 1f the affccted pr{)ducts are
wﬁhheld from saie : SO SO S

ThlS proposed rule repeals this counterproductive reporting requirement, and creates alternative
rules that will provide better public health protection.and encourage more pathogen testing.
Under this rule:

o A -dé.iry_ plant-operator may not sell or distribute any ready-to-eat dairy product in'which a
microbiological test has confirmed the presence of a pathogenic organism or toxin.

e A dai;:y plant operator must report test results that confirm the presence of pathogens or
toxins in ready-to-eat dairy products unless all the following apply: _

The tested product bears a product code or production lot number.
¥ The operator withholds, from sale or distribution, all ready—to-eat products that bear that
product code or production lot number.

Under current rules, a dairy plant operator must keep records of all pathogen and toxin test
results. This requirement will continue. DATCP may inspect and copy test records as necessary.
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. SEcTioN 1. ATCP 80.24(title) is amended to-read:

CATCP.80.24(1)(title) Milk and dairy products; quality standards -

SECTION 2. ATCP 80.24(5) is created to read:

ATCP 80.24(5) PATHOGEN CONFIRMED INREADY-TO-EAT DAIRY PRODUCT; SALE
PROHIBITED. A dairy plant operator may not seli or distribute anxremaary product in
which a micmbmieglcal test or laboratory anaiysxs has confirmed the presence of a pathogenic
organism or toxin.

SECTION 3. ATCP 80.56(intro.) and -(1) to (3) are renumbered ATCP 80.56(1)(intro.)
and (a) to (c). R

!

Py
e

( SECTION 4. ATCP 80.56(4) is repealed. eﬁn@t

-

\ SECTION 5. ATCP 80.56(2) is created to read:
ATCP 80.56(2)(a) Except as provided in par. (b), a dairy plant operator shall report to

the department the result of any microbiological test or laboratory analysis that confirms the

- presence of a pathogemc argamsm 0:‘ toxin in a ready-to~eat dairy product produeed by. the TR

operator. The operator shall report to the department within 24 hours after the operator obtains
the test result. The operator may report orally, electronically or in writing.

(b) A dairy plant operator is not required to report a test result under par. (a) if all the
following apply:

1. The ready-to-cat dairy product is identified by a product code or production lot
number.

2. The operator does not sell or distribute any ready-to-eat dairy product that bears the

product code or production ot number under subd. 1.

3
b
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1 ErreCTIVE DATE. The rules contained in this'order shall take effect on the first day of
2 the month following publication in the Wisconsin administrative register, as provided under s.
3 227.22(2)(intro.), Stats.

Dated this cof Lo 252001 -

-STATE OF WISCONSIN - =~
DEPARTMENT OF AGRICULTURE,
~ TRADE; AND CONSUMER PROTECTION

James E. Harsdorf
Secretary




FEB 27 2001
State of Wisconsin S RTET 53
Scott McCallum, Governor

Department of Agriculture, Trade and Consumer Protection
Ben Brancel, Secretary

DATE: February 23,2001

SUBJECT: Emergency Rule Related to Patbogen Tests on Ready-to—Eat })axry Products

Pursuant to s. 227 24(,3), Stats thf: Department of Agnculmre Tradc and Consumer Proiectwn
(DATCP) is fomardmg a copy ( of an emergency. rule related to pathogen tests.on ready-t0~eat
dairy products DATCP believes that this emergency rule will ‘provide better public health -
protection and encourage dairy plants to perform more pathogen tests. It will aiso faczhtate sales
ef Wasconssn daxry products . e o S

Background

DATCP hcenses and mspects dalry pla.nts undar s 9'?’ 2() Stats Currem DATCP rules undcr S.
ATCP 80.56(4), Wis. Adm. Code, require dairy plant operators to report to DATCP the results of
any microbiological test that confirms the presence of a pathogenic organism in a pasteurxzed or
ready-to-eat dairy product. The current reporting requirement discourages pathogen testing, -
because test reports become public records that may be open to pubhc mspectwn even 1f the
affected products are w;thheld from sale. S S S -

- - This emergency rule repeals this ‘counterproductive reportmg reercment and creates aitematwe L

"~ rules that will. provide better public health protection and encourage more pathogen testing;.
Under this rule:

s A dalry plant eperator may not seli or dzstnbute any ready-t0~eat dau'y product in thch a.
microbiological test has confirmed the presence.of a pathogemc orgamsm or toxin.

e A dairy piant operator must report test resuits that conﬁrm the presence of pathogens or
toxins in ready-to-eat dairy products unless all the following apply:

* The tested product bears a product code or production lot number.
*  The operator withholds, from sale or distribution, all ready—to—eat products that bear that

product code or production lot number.

Under current rules, a dairy plant operator must keep records of all pathogen and toxin test
results. This requirement will continue. DATCP may inspect and copy test records as necessary.

PO Box 8911 + Madison, WI 33708-8911 « 608-224-5012 » Fax: 608-224.5045 » WW W, wisconsin.gov



z‘&‘,.té.lte Legislators
February 23, 2001 _ .
Page 2. oot wmpesppin b oagr aid

Why an Emergency Rule is Needed

Many dairy product distributors are currently asking dairy plant operators to perform pathogen
tests on dairy products, before the distributors accept those products from the dairy plant
operators. Many dairy plant operators are willing to perform these tests, but they are
discouraged by current rules that require them to report test results to DATCP even on products
w1thheld from saie - _

Thls emergency ru}e will remove the disincentive to test, and will improve public health
protection: Under this rule; a dairy- plant operator must report pathogen findings to DATCP
unless'the opera‘tor w1thhoids the entire affected 10t of dany products from sale. This rule wﬂl
encourage, more routme testmg for pathogens

Thls rule creatv;:s a “win-win’ s;tuatmn for COnSumers and da;ry plant operators. By encouragmg
more pathogen testing, it will provide immediate public health benefits. It will also eliminate
current obstacles to the sale of Wisconsin dairy products. In order to protect the public health,
safety and welfare, it is important to 1mplement these rule changes as soon as possible. This
emergency rile 'will impiemem the changes onan mterlm 'ba515 pendmg the adoption of
permanem‘ m}es ' -

Fiscal Effect

This rule w;Il have no fiscal effect on DATCP or local units of government. A fiscal note is
attached

Next Steps

This emergency rule will take effect upon publication in the official state newspaper, and will

remain in effect for 150 days. ‘The. Legislature s-Joint Committee for Review of Administrative

Rules may extend the emergency rule for up to 120 more days. DATCP will begm work on”
“permanent” rules to implement this rule change on a long term basis.



ORDER OF THE STATE ‘OF WISCONSIN
DEPARTMENT OF AGRICULTURE, TRADE AND CONSUMER PROTECTION
Coe ADOPTING EMERGENCY RULES -
The state of Wisconsin department of agriculture, trade and consumer protection hereby adopts

the following emergency rule to repeal ATCP 80.56(4); to renumber ATCP 80.56(intro.) and (1)

to (3); and to create ATCP 80.24(5) and 80.56(2); relating to:pathogen tests on ready-to-eat dairy

products.

Analvsis Prépared by the Department of Agriculture,
Trade and Consumer Protection - - -

- Statutory authority: - ss.93.07(1), 97.09(4) and 97.20(4), Stats.
Statute interpreted: ss. 97.09(4) and 97.20(4), Stats.

The Department of Agriculture, Trade and Consumer Protection (DATCP) licenses and inspects
dairy plants under s. 97.20, Stats. Current DATCP rules under s. ATCP 80.56(4), Wis. Adm.
Code, require dairy plant operators to report to DATCP the results of any microbiological test
that confirms the presence of a pathogenic organism in a pasteurized or-ready-to-eat dairy .
product. The current reporting requirement discourages pathogen testing, because test reports
become public records that may be open to public inspection even if the affected products are

~withheld from sale,

This emergency rule repeals -thisﬁ:’-.i;éiiﬁtcfifpféducti%}é'féj}'criihg_:réqﬁfréméﬁ{;':zi'ni_i' creates alternative -

 rules that will provide better public health protection and encourage more pathogen testing.

Under this rule:

* A dairy plant operator may not sell or distribute any ready-to-eat dairy product in which a
microbiological test has confirmed the presence of a pathogenic organism or toxin.

* A dairy plant operator must report test results that confirm the presence of pathogens or
toxins in ready-to-eat dairy products unless all the following apply:

*  The tested product bears a product code or production lot number,
¥ The operator withholds, from sale or distribution, all ready—to—eat products that bear that
product code or production lot number.

Under current rules, a dairy plant operator must keep records of all pathogen and toxin test
results. This requirement will continue. DATCP may inspect and copy test records as necessary.




& INDING OF EMERGENCY

The Wxsconsm Department of Agricuiture, Trade and Consumer Pmtectzon (DATCP) ﬁﬁds that
an emergency exists and that the following emergency rule is necessary to protect public health,
safety and welfare. The facts constituting the emergency are as follows:

.. (1) .DATCP licenses and inspects dairy plants unders: 97.20, Stat's;' Current DATCP -
rules, under s. ATCP 80.56(4), Wis. Adm. Code, require dairy plant operators to report to

DATCP the results of any microbiological test that confirms the presence of a pathogenic'

Qrganism ina pasteuriz.,e:d 0rre:ady~t0—eat :d;c;iry '.pféduciz -
(2) There has beeﬁ a natlonmde mcrease m food borne dxsease eutbfeaks assoﬁiated with
| food and dalry products | Snch cutbreaks can occur when ready—to-eat f{)ods enter food )
dastnbutzon channels vmhoat ’bezng tested for pathogen?c bacterlé“ -
..(3). ’.i".h.ere. .1.'.3.n0 nattonal or state iaw requmnv dairy plant operators to test ready-to eat
dairy products for pathogcns prior to sale or dismbutaon Da;ry plant operamrs have a natural '
_ .mcentwe to test, in-order to. avmd habzhty and meet their customers praduct safety demands |
But the current ﬁest repértmg reqmrement under ATCP 80 56(4} dzscourages pat}logen testmg,

because test reporis become public records that may be open to pubhc mspecﬁon even if the

affected products are withheld fmm dzs’mbutwn

(4) There is an urgent need to.repeal this counterproductive reporting requirement, and
to create alternative rules that \:v.iﬁ eﬁcourage pathogen testing and provide stronger public health
protection.- This:emergency.mie wjﬂ encoﬁrége-more pathog-eﬁ testing, and provide.stroﬁ.ge_r

public health protection, pending the adoption of “permanent” rule changes.
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EMERGENCY RULE
" 'SECTION 1. ATCP 80.24(title) is amended to read:

ATCP 80.24(1)(title) Milk and dairy products; quality standards

SECTION2. ATCP 80.24(5) is created to read: _
ATCP 80.24(5) PATHOGEN CONFIRMED IN READY-TO-EAT DAIRY' PRODUCT; SALE ™

PROHIBITED. A dairy plzmt operator may m)t sel} or dlsmbute any ready-to-eat dairy product in
which a uucrobmlogical test or iabm'atory ana}yms has conﬁrmed the presence of a pathogenzc
organism or toxin.

SECTI{}?«’ 3. ATCP 30. 56(1ntro ) and ( 1) to (3) are renumbered ATCP 80.56(1)(intro.)
and (a): to (c) |

SECTION."L ATCP -80;55'(4) is repealed.

SECTION 5. ATCP 80.56(2) is created to read:

ATCP 80‘:5_-6(2)(&)- Except as provided in par. (b), a dairy plant operator shall report to

the depamnent the result of any mlcrobmiogmai test or laboratory anaiysm that conﬁrms the

presence c)f a paﬁmgemc orgamsm or toxin in a ready«to~eat dalry product produced by the .
operator The eperator shall report to the department within 24 hours after the operafor obtaing
the test resu}t The: oyeratcr may report orally, electromcally or in wntmg

(b) A dairy plant operator is not required to report a test result under par. (a) if all the
following apply:

1. The ready-to-eat dairy product is identified by a product code or production lot
number.

2. The operator does not sell or distribute any ready-to-eat dairy product that bears the

product code or production lot number under subd. 1.
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EFFECTIVE DATE. The emergency rule contained in this order shall take effect on March
1, 2001, and shall remain in effect for 150 _d_ays,_as__ provided under s. .22’7,2;4(.1)(@, S_tat_s. The

department may seek to.extend this emergency rule as provided in s. 227.24(2), Stats. .. .

Dated this 262 of February, 2001
. STATE OF WISCONSIN

DEPARTMENT OF AGRICULTURE
,~IRADE AND CONSUMER PROTECTION

lﬁj’ 7/66’—5M

Ben Bramsel Secretary

>

\-BY




Wiscensin Depariment of Administration
Division of Executive Budget and Finance

Amendment Number if Applicable

DOA-2048 (ROB/1999)
Fiscal Estimate — 1999 Session
& Original [ Updated LRE Number
[} Corrected [} Supplemental Bill Number

Administrative Rule Number
Ch. ATCP 80

Subject

Emergency rule to repeal ATCP 80.56(4) and to create ATCP 80.24(4) and 80.56(2); relating to pathogen tests on ready-to-gat

dairy products.

Fiscal Effect

State: [ No State Fiscal Effect
Check columns below only if bill makes a direct appropriation
or affects a sum sufficient appropriation.

(1 increase Existing Revenues
L1 Decrease Existing Revenues

[ Increase Existing Appropnatlon
] Decrease Existing Appropriation
[ Create New Appropriation

[ Increase Costs — May be possible to absorb
within ageney’s budget.
[} Yes ] No

[T Decresse Costs

Local: [X] No Local Government Costs _
1. L] increase Costs . 1 3.3 increase Revenues

[ Permissive [’ Mandatory i} Pem'nsswe [3 Mandatory
2. [ Decrease Costs . - 4. ] Decreass Reventies

[ Permissive IZ}-Mandatory.

{3 -Permsssw_e 0 Mané_ato"ry

5. Types of Local Governmental Units Affected:
"3 Towns -[] villages [ Cities

- [ Counties [ Others _ '
L3 ‘Schoo Districts [J WTCS Districts

Fund Soumes Affected
M ePpr 3 FED E PRO [:3 PRS {:3 SEG [0 s&ems

Aﬁec_ied Chapter 20 Appropriations
20.115(1gb)

Assurmptions Used in Arriving at Fiscal Estimate

The Department of Agriculture, Trade and Consumer Protection (“department™) licenses and inspects dairy plants under Wis.
Stats. § 97.20. Under s. 80.56(4), Wis. Admin. Code, the depariment requires the dairy plant operator to report to the department
results of any microbiological test conducted on a pasteurized or ready-to-eat dairy product that confirms the presence of
pathogenic organisms in that product. The current reporting requirement discourages pathogen testing, because test reports
become public records that may be open to public inspection even if the affected products are withheld from sale.

This emergency rule repcals this ceunterpmductwc reporting requzremem and creates alternative rules that will pmvzde better

pubhc heaith proiectien arad em:aurage more’ pamcgen iestmg

The proposed emergency rule has ne antm;pated fiscal lmpact on zhe department.

Long-Range Fiscal implications

None anticipated.

Prepared By: Telephone No. Agericy

C. Thomas Leitzke {608) 2244711 DATCP

Authorized Signature Telephone No 7<% — | Date (mm/ddiccyy)
«:5W 2rd3oe! Y 2-23-0/




MAY 15 2001

- STATE OF WISCONSIN
DEPARTMENT OF AGRICULTURE TRADE AN C{)NSUMER PROTECTION

NBTIC{C OF HEARING

Rules Relating To Pathogen Tests On Ready~T£)-Eat ﬁa;rv Preducts

" The State of WISCOIISIH Department of Agriculmre Trade and Ccmsumer Pmtecn@n amounces

“that it will hold publzc hearmgs at the times and places mdzcated below, on its emergency rule

“and'a preposed permanent ruie to amend Chapter ATCP 80 Wlsconsm Admmlstratwe Code,
relating to paﬁlegen tests on readywto cat dairy pr(}ducib The pubhc i mv;tted 10 auend the
'hearmgs and make’ comments on the the" ‘emergency rule and pmposed permanent rule.

~Following the pubhc hearmgs the hearing record will remain open until June 29, 29()1 for
addltmnai wrzi"ten conyments. -

A copy of the emergency and pr(}poseé permanent rule may be obtamed free of charge frem the- '
Wisconsin Department of" Agrlculmre Trade and Consumer Protecuoa DIVISEOH of Food Safety,’- '
2811 Agriculture Drive, PO Box 8911, Madison, W1 53708-8911, or by caihng 608 224- 4700
Copies wﬂl aEso be axzaﬁab}e at the pubhc hearmgs

An interpreter for the- heanng nnpmred ‘will be available on request for these hearings. Please
make reservations for a hearing interpreter by June 7, 2001 either by writing to Debbie Mazanec,
‘Wisconsin Department of Agmcuitm”e “Trade and Consumer Protection, Division of Food Safety,
2811 Agriculture Drive,” PO Box 8911, 'Madison, "WI'53708-8911, (608:224-4712), or by
contactmcr the Inessage relay System ('E TY) at 608-224 5058 Handzcap access IS avaliable a‘i the

" Heﬁﬁﬁg..})aié.s, Times And Locations

Date and Time: -~ Thursday, June 14, 2001
S 10:00 am. - 12:00 noon

Location: Appleton Pubhc lerary
Lower Level Mtg. Room
925 S. Oneida Street
 Appleton, W1 54911
‘Handicapped accessible

Date and Time: Friday, June 15, 2001
SR 10:00 a.m. 4"}2::{){}_ noon

Location: =~ " Towa County Courthouse -
County Board Room, 2™ Floor
222 N. lowa Street
Dodgeville, WI 53533
Handicapped accessible

-1



. -Analysis Prepared .by.'f.h-e“-l}epartman't of Agriculture,
Trade and Consumer Protection

Statutory authority:  ss. 93.07(1), 97.09(4) and 97.20(4), Stats.
Statute interpreted: . ss. .9.7._{_)9_{4)jand:_f?-:’.}’_,ZO(Ai}, Stais_, 4o i

The Department of Agriculture, Trade and Censumer Protection (DATCP) licenses and inspects

'da1ry plants under s. 97, 20, Stats Current DATCP rules under s. ATCP 80. 36(4) Wis. Adm.
“Code, require dairy piant o;}amters to repori to DATCP the results of any macmbmlogzcal test
‘that cenﬁrm% the presence of a pathogemc orgamsm' in a pasteurized or ready-to-eat dalry
"pmduct The current reportmg reqmrement discourages paﬁwgen testmg because test reports
become pubhf: records ihat may be open to pubhc mspectlon even if the affected products are
'Wlthheid from sale.”

. _Thls emergency and propesed permanent ruie repeais this -counterproductive reporting
: 'requzrsmem and creates alternative rules that Wﬂl prov1de better public hea}ih protection and
- __'ﬁ_encomage mere pathogen testmg Under this mie o

e A danry piant Gperator may not sell or diétri.bute any' féédyv'to'?eat dairy iaroduct in which a
mi’cmbiolggi cal test has. conﬁrmed the presence --e_f. & _pathog_.enic organism-or toxin. -

A da:ﬁry piant aperator must report test resuits that ccmﬁrm the presence of pathogens or
toxins:in ready-t0~eat daxry pmducts uniess all the feiiomng apply

The tested pmdact bea:rs a produci code or productmn iot number g e
“The opefator Wlthholds from sale or dlstrlbutzon all readywtomeat pmducts that bear that:. e

product code or producﬁon lot number.

Under current rules; a dairy plant operator must keep records-of all pathogen and toxin test

results. This requirement will continue. DATCP may inspect and copy test records as necessary. - -

Finding Of Eiﬁergency-_

The Wisconsin Department of Agriculture, Trade and .;Czan.s'_umér Protection (DATCP) finds that
an emergency exists and that the following emergency rule is necessary to protect public health,
safety and welfare. The facts constituting the emergency are as follows:

(1) DATCP licenses and inspects dairy plants under s. 97.20, Stats. Current DATCP
rules, under s. ATCP 80.56(4), Wis. Adm. Code, require dairy plant operators to report to
DATCP the results of any microbiological test that confirms the presence of a pathogenic
organism in a pasteurized or ready-to-eat dairy product. . . .



. (2) There has been a nationwide increase in food borne disease outbreaks associated with
food and dairy products. . Such outbreaks can occur when: ready-to-cat foods enter food
distribution channels without being tested for pathogenic bacteria.

" (3) There is no national or state law requiring dairy. plant operators to test ready-to-cat.
dairy products for pathogens prior to sale or distribution. - Dairy plant operators have a natural
incentive 10 test, in order to avoid liability and -Ii_ze_et_ thetr customers’ product safety. demands.
But the current test reporting requirement under ATCP 80.56(4) discourages pathogen testing,
because fest reports become public records that may be open to public inspection even if the
affected products are withheld from distribution. . o

" (4) Thereis an urgent need to repeal this counterproductive reporting requirement, and to
_create alternative rules that will encourage pathogen testing and provide stronger public health
" profection. This emergency rule will encourage more pathogen testing, and provide stronger
- public health protection, pending the adoption of “permanent” rule changes. - :

Fiseal Estimate

The Department of ‘Agriculture, Trade and Consumer Protection ("department") licenses and

inspects dairy plants under Wis. Stats. ss 97.20. Under s. 80.56(4), Wis. Admin. Code, the

department requires the dairy plant operator to report to the department results of any

microbiological test conducted on a pasteurixed or ready-to-eat dairy product that confirms the

_ presence of pathogenic organisms in'that product. The current reporting requirement discourages

" pathogen' testing, ‘because test reports: become “public ‘records that may be open to public
inspection even if the affected products:are withheld from sale.

.. The emergency rule and proposed permanent -;ﬁi}g__.rep_eals -this counterproductive reporting

" requirement; and creates alternative rules that will provide better public health protection and

~ encourage more pathogen testing. ' .-

The emergency rule- and 'prépé)s’éd:_ipéﬁﬁéhe_ﬁ_‘é'f mie has no anticipated fiscal impact on the
department, ' B PN T

Initial Regu_latery .Fiexibility Analysis

The Department of Agriculture, Trade and Consumer Protection (DATCP) licenses and inspects
dairy plants under s. 97.20, Stats. Current DATCP rules under s. ATCP 80.56(4), Wis. Adm.
Code, require dairy plant operators to report to DATCP the results of any microbiological test
that confirms the presence of a pathogenic organism in a pasteurized or ready-to-eat dairy
product. The current reporting requirement discourages pathogen testing, because test reports
become public records that may be open to public inspection even if the affected products are
withheld from sale.

The proposed rule repeals this counterproductive reporting requirement, and creates alternative
rules that will provide better public health protection and encourage more pathogen testing.
The proposed changes are already in effect under an emergency rule which the department
adopted. This rule will make the temporary rule changes permanent. Under this rule:

-3-



e Ardairy plant operator may not selb or distribute any ready-to-eat dairy product in which a
-~ microbiological test has contﬁrmed the pre*sence of a pathogemc orgamsm or tcaxm v

A dairy plant operator must report test results that confirm the presence of pathag:ens or
' toxms in readv-xmweat dalry preducts uniess aﬂ t}le foﬁowmo applv

“The tested pmduci bears a product code or pmdﬁctmn Tot number.
~Thee ‘operator withholds; from sale or dlstnbutmn all ready——to—eat products tha‘{ bear that
* ‘prodiict code ot productlon lot number.’ '

Under current rules, a dazry plant operator must keep records of all pathogen and toxin test
results. This rule quuires 1o additional recordkeepmg or other ;sracedures for denry plants.
Small damf piants wﬁl need no addmonai pmfessmna} skalis or asszstance in. order to compiy
with ﬂms rule. - -

Thi_s_ permanent _:ru_lé will have'_--m.inimal_ financial _i._I;n'p_af_;t on the dairy industry.

Pated this* /<f

of May, 2001

. STATE OF ‘WISCONSIN o
. DEPARTMENT OF AGRICULTURE, o
TRADE, AND CONSUMER PROTECTION - -




State of Wiscoasin
Scott McCallum, Governor

Department of Agriculture, Trade and Consumer Protection
James E. Harsdorf, Secretary

PUBLIC NOTICE

FINAL DRAFT RULE TO LEGISLATURE

The Department of Agriculture, Trade and Consumer Protection announces that it is submitting
the following rule for legislative committee review, pursuant to s. 227.19, Stats.:

CLEARINGHOUSE RULE #: 01-058 |

. SUBJECT: Pathogen Tests on Ready-to-Eat Dairy Products.
ADM. CODE REFERENCE: ATCP 80.56(4)
DATCP DOCKET #: (01-R-04

Dated this 4™ day of February, 2002.

STATE OF WISCONSIN

DEPARTMENT OF AGRICULTURE, = =

TRADE, AND CONSUMER PROTECTION

V’Byégz 5W

@es E. Harsdorf, Secretary{/

2811 Agriculture Drive « PO Box 8911 » Madison, WI 53708-8911 » 608-224-5012 « Wiscousin.gov



| State -ai’-Wis_cﬁns-in '
* Seott McCallum, Governor

A '-Bepartmem of Agriculture, Trade and Cansnmer Protection
© James E. Harsdorf, Secretary '

DATE  Febmay4 202

SO The Honorable Fred Rlsser
SRR ff’resxdent ‘Wisconsin State Senate
Room 220 South Statﬁ Capﬁ{)l
o PAO Bax 7882 e
e __-Mad;san 537{37#7882

o Tﬁe_Hﬂn():rabie S{:ei’iR Jenssn

* P.0. Box 8952’
_-Madlsen 537{38 8952

FROM James E. Harsderf Secretary
o Depam’nent of Agncuiture, Tra

an{i Censumer Protectwn '

SUBJE&CT Pathegen Tests on Raady-—to—l*lat }Z}_airy Pmducts,
. ... TinalDraft ‘Rule (Clearmgkause_R le #01 058) et

- -The Department of Agrlcﬂkum Trade a.nd CGII&_ mer Protection is: transmlttmg srule .-
for legislative:. committee: review,. as. pmmded in s 227, 19{2) -and . (3),. Stats.::. The
-department will publish a notice af thzs referrai in: the Wlsccnsm Admzmstratwe Regaster

_ asprrmdedms 227. 19{2} Stats s R P R T

Background

DATC}?’ hcenses and mspects dalry piants under 5. 97. 20, Stats Current DATCP rules
under s. ATCP 80.56(4), . Wis. Adm.  Code, require -dairy. plant operators to report to
DATCP the results of any micmbzeioglcai test that confirms the presence of a pathogenic
organism in.a pasteunzed or ready-to-eat dairy product. The current reporting. reqmmmeni
discourages paﬁacgen testing, because test reports become public records that may be apen
to.public znspactmn evenif the affected pmducts are withheld fmm sale: - Sl

’fhe rule repeajs this muntﬁrpmduciwe mpaﬁmg mqmrcmem and creates aitemat;ve mies
that provide better public health protection and encourage more pathogen testing, -

PO Box 8911 + Madison, WI 53708-8911 « 608-224-.5012 » Fax: 608-224-5045 » www.wisconsin.gov
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Under current rules, a dairy plant operator must keep records of all pathogen and toxin test
results. This requirement will continue.- DATCP may inspect and copy test records as
necessary. o

Under this rale;
» A -dairy plant operator may not sell or distribute any féad?»té*iéat daii‘y" product in
which a microbiological test has confirmed the presence cf a pathﬂ genic organism or

tOXiI.'i .

= A da:lry piant cperator mast repa:)rt test resuits ihat mnfmn the presence of pathogens or
toxms in ready—tmeat dazry pmducts uniess all the foﬂowmg apply

. The tesied pmduct bears a product code or preductmn lot number and the ;)roduct-
is still under the custody or control of the dairy plant operator.

e The operator withholds, from sale or distribution, a}i ready~—to——ﬁat products that
bear that product code or productlon iot number B A

Hearmgs

_& first was in Appleton onJune

The dcpariment held two pubhc hear_mgs on thls rule.”

142001 ‘and the second was in Dodgeville on June 15, 2001 Representatives of the . .
" Wisconsin: Ii)an‘y Pmducts Assocaatmn ‘and ‘the  Wisconsin ‘Cheesemakers Assematxon

registered and spoke: in favor of the rule. “The hearing ‘fecord remained open for: written
comments ‘until June 30, 2001. Alto Dairy, ‘Watipun, and the Wisconsin Center for’ Dairy

Research filed: written commients. . Both . recommended ‘adding the phrase “beyond

established toieranca limits™ at the. end of the sentence that prohzbzts the sale of a ready-to~
eat daz,ry product When testmg has mﬂﬁm‘:ed the presence 01" a pathogcmc organism or :
toxm '

Changes from the Hearmg Draft
The depa:tment made & mzmber ef mmar changes in the finai draﬁ mic

. The ﬁnal draﬁ ciaﬁﬁes when a ﬁa;ry piant operator is ‘not reqmred to report to the
department the presence of a pathogemc organism or toxin in a ready-to-eat dairy
product; - The reporting requirement is not applicable if aﬁ af the affecteé pmduct is
under the control or-custody of the dairy plant operator.©

* The department did not accept the recommendation to add the phrase “beyond
established tolerance limits” to the requirement prohibiting the sale of a ready-to-eat
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dairy product in which the presence of a pathogenic organism or toxin is confirmed. If
a positive test result for any product no longer under control of the dairy plant operator
is reported, the department, in cooperation with the reporting dairy plant, will
determine the scope and extent of any recall that may be necessary.

Respease to Rules Ciearinghmse C-a'mment-s

» The depaﬁment accepted. the recomendatmn of LCRC and reversed the order of
treatment Sections 4 and 5, since s. ATCP 80. 56(2) numerically precedes s. ATCP
80.56(4).

. The depariment did not acsept the suggesfuan to deﬁne the tems “pmduct -code”,
o pathogemc organism™ or “toxin,” since these-terms are well known and understood in
“the dairy industry. Addztmnaiiy, government reguiatory agencies and: the dairy
mdustry mutmeiy use: these terms as’ part ﬂf goed manufactunng prax;tlces

e The departmeﬁt revzsed the Analysis to ‘be more spem‘ﬁc on’ the issue of when a dairy
plant operator does not have to report the presence of a pathogenic organism or toxin in
a ready-to-eat dairy product. In addition to the two already stated conditions, the
reporting exemption only applies when the product 1s still under the cusiody or control
of the dairy plant operator.

Smail anmess Anaiy is - ) ;'

| Thxs ruie moﬁlﬁes :md updates ch A’I‘CP' ﬁ-fegardmg pathogen tests on ready—twaat da;ry -

products. The rule will encourage dairy plants to conduct more pathogen tests; which will
provide better public health protection.  Under current rules, a dairy plani operator must
keep. records. of -all pathogen’ and toxin test results. This. rale requires no additional
recordkeeping or: other procedures for da1ry plants:* Small dairy plants. ‘will need no
additional professional skills or assistance in order to comply with this rule. The rule will
have minimal financial impact on the dairy industry.

Fiscal Estimate

This rule will have no fiscal impact on the department. Dairy plants are currently required
to report the results of any microbiological test or laboratory analysis, which indicates that
a ready-to-eat dairy product contains pathogenic organisms or toxins. This rule simply
clarifies when a dairy plant operator must report results of pathogen testing to the
department.



o _;w1thheid from sale

Final Draft
PROPOSED GRBER OF THE STATE OF WISCONSIN

DEPARTMENT OF AGRICULTURE, TRADE AND CONSUMER PROTECTION
ABGPTING AMENBING OR REPEALING RULES 5

The state ef__Wisggns_in: {%gga_r_tm_apﬁ of agriculture, trade and consumer protection proposes the
following order to repeal ATCP 80.56(4); to renumber ATCP 80.56(intro.) and (1) to (3); and to

create ATCP 80,24(5) and 80.56(2); relating to pathogen tests on ready-to-¢at dairy products.

_Anai 'szs I’_m yared by the De ai‘tmenf of Agriculture,
: ’I’rade aad Consnmer Pmteetmn e D e

Siatumry authonty s8. 93 {3’?(1) 97. 09(4) and 97 20{4) Stats
Statatf: mterpreted  ss. 97 09(4) and 9'7 20{4} Stats

The Bepamnent of Agmcuiture Trade azad Consmner Pmtectwn (DATCP) hceﬂses and mspects
ézury plants under s. 97.20, Stats. Current DATCP rules under s. ATCP 80.56(4), Wis. Adm.
Code, require da}ry plant operamrs o report to DATCP the results of any microbiological test
that confirms the presence . ofa ‘pathogenic organism in a pasteurized or ready-to-eat dairy :
product. “The current reportmg requirement. dasceurages patho gen testing, because test reports
become: pubhc rec(}rds that may be open. to pubhc mspecticsn even 1f the affected pmducts are

mlcs that will provide better pubhc he:aith proiecnen and encourage more pathogen testmg
Under thls rule: :

. -'-A dazry plani: operator may not sell or dlsmbute any ready»ta-eat dairy produc£ in thch a
L Hucmbwlagmai test has conﬁrmeé thepresence of a pathogemc organism or ioxm R

e A dmry plant operator must repﬁrt tesi results that confirm the presence of pathogens or
toxins in ready-to-eat dairy pmducts unless all the foilawzng apply:

*  The tested produci bears 2 ;)reduct code or pmdﬁctlon Jot number and remains under the
.. controlor custody of the dairy plant operator. . .. .
* The operator withholds, from sale or distribution, all readymt&meat pmdacts iha’t bear that
product code or production lot number. -

Under current mies a dairy plant operator must keep records of all pathogen and toxin test
results. This requirement will continue. DATCP may inspect and copy test records as necessary.

P Bposed b e' repeals fhls coun ez}::roductwe re?ortmg reqmmment ané creates aitemauve S
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“SECTION 1. ATCP 80.24(title) is amended to read:
A’I‘CP 80 24(1)(£;tie) Mlik anﬁ daigx ;gmducts; quahty standards
SECTtON 2 ATCP 80 24(5) is created to read
“ATCP 80.24(5) PATHOGEN CONFIRMED TN READY-TO-EAT DAIRY PRODUCT; SALE
PROHIBITED. A dairy planit'operator may -iaeif sell or distribute any ieaays-t0~eat- dairy product in’
whicha micmbmlogwa} test or laboratory analysis has: confirmed the presence ofa pathagemc :
ngamsm i | _ .. o . o
SECTI{)N 3 ATCP 80 Sé(mi;re ) and (1} to {3) are renumbered ATCP 80.56(1 ) intro. )
aﬂd(a)“’@ e
_ SECTION 4 A"f’CP 80 56{2) 13 created to reazd |

 ATCP 80.56(2)(2) Except :a_s'pmiassi in par. (b)=:._ﬁ"*#%ﬂf§1®f operator shall report to

the departrriénf t‘héﬁfésﬁlt of ;my m.;bgbbza;cgica; test or -1&156' 2 éry 'm;ys;g that éd'nﬁnns the |

presence ofa patho genic orgamsm ortoxinina ready—te eat da;ry p:roduct produced by the

: operator The Op eratﬁr Shaﬂ a:e;aeﬁ tﬁ ﬁl‘? depaﬁmeni mtihm 24 b _ours aftcr the operator obtains -

the test result. The operatar 'may repo’rt eraily, eiectromcaﬁy orin wntmg. '
() A dairy plant operator is not required to report a test result under par. (a) i al the
following apply: | | | .
1. The ready-to-eat dairy pmduct is idbﬁtiﬁgd '1?y"a jﬁiﬁédgct Cod_e or production lot
nurnber a?%d 'rgglains. qnder_ _th¢ coz;trol_ or gus_tt}d_y qf_ }_the da;ry plant oggrato_r.
2. .’_;I‘he operator does not _sgil or dlsmbuie a;p}rixféady%ﬁ:;eét da;rypmém:t thét bears the
product code or production lot number under subd. 1.

SECTION'S. ATCP 80.56(4) is repealed.
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EFFECTIVE DATE. The rules contained in this order shall take effect on the first day of
the month following publication in the Wisconsin administrative register, as provided under s.
227.22(2)¥intro.); Stats.

Dated this of , 2002

STATE OF WISCONSIN _
DEPARTMENT OF AGRICULTURE,
TRADE, AND CONSUMER PROTECTION

James E. Harsdorf
Secretary B




Final Regulatory Flexibility Analysis
Proposed ATCP 80, Wis. Adm. Code
PATHOGEN TESTING ON READY-TO-EAT DAIRY PRODUCTS

The Department of Agriculture, Trade and Consumer Protection (DATCP) licenses and inspects
dairy plants under s. 97.20, Stats. Current DATCP rules under s. ATCP 80.56(4), Wis. Adm.
Code, require dairy plant operators to report to DATCP the results of any microbiological test
that confirms the presence of a pathogenic organism in a pasteurized or ready-to-eat dairy
product. The current reporting requirement discourages pathogen testing, because test reports
become public records that may be open to public inspection even if the affected products are
withheld from sale.

The pmposed rule repeals this countexproﬁuctwe reporting reqmrement and creates alternative
rules that will provide better public health protection and encourage more pathogen testing. The
proposed changes are already in effect under an emergency rule which the department adopted.
This rule will make the temporary rule changes permanent. Under this rule:

¢ A dairy plant operator may not sell or distribute any ready-to-eat dairy product in which a
microbiological test has confirmed the presence of a pathogenic organism or toxin.

* A dairy plant operator must report test results that confirm the presence of pathogens or
toxins in ready-to-eat dairy products unless all the following apply:

*. "The tested product bears a preduct codeor productmn Iot number. -

" The operator withholds, from sale or distribution, all ready-to—eat products that hea.r that S

product code or production fot number.

Under current rules, a dairy plant operator must keep records of all pathogen and toxin test
results. This rule requires no additional recordkeeping or other procedures for dairy plants.
Small dairy plants will need no additional professional skills or assistance in order to comply
with this rule.

This permanent rule will have minimal financial impact on the dairy industry.
w -
Signed this 5% day of July; 2001~

STATE OF WISCONSIN
DEPARTMENT OF AGRICULTURE,
TRADE, AND CONSUMER PROTECTION

o i ekt

Steven B. Steinhoff, Admxns
Division of Food Safety




Wisconsin Depaciment of Administration

Division of Executive Budget and Finance

DOA-2048 {R10/2000) ) i .
Fiscal Estimate — 2001 Session
3 L LRB N ent Number if Applicabl
"_ 5 Original [ Updated @B Number Amendment Num| Af:pf é
[J Corrected [} Supplementat Bilf Number . Adrministrative Rule Number
Subject . _
Permanent rule 10 repeat ATCP 80.56(4) and 1o create ATCP 80.24(4) and 80.56(2); retating to pathogen test on ready-to-cat
dairy products. :
Fiscal Effect
State: [ No State Fiscal Effect ,
Check columns below only if bill makes 3 direct appropriation [J increase Costs — May be possible to absorb
oraffects a sum sufficient appropriation. within agency’s budget..
[J: increase Existing ?\_'ép_fbpﬁatibn' {J increase Existing Revenues OvYes [Jwno

L] Decrease Existing Appropriation. [} Decrease Existing Revenues
[ Create New Appropriation '
Local: 33 No Local .{s_év'emmen: Costs

[ Decrease Costs

1. {3 Increase Costs o | 3.7 increase Revenues 5. Types of Local Governmental Units Affected:
3 Permissive [ Mandatory] [0 Permissive [ Mandatory] [ Towns . [ Villages - {5} Cities.
-2 L Decrease Costs . _ ;'_;f_f R Dﬁi:_re?éée_.-ﬂevenues SRR R Counties {1 Others '
[} Pemissive . [] Mandatory] - [ Pemmissive [ ] Mandatory] [J SchootDistriets. -~ {7 WICS Districts.

FundSourcesAffected EE | Affected Chapter 20 Appropriations
o T1'GPR [} FED “B'PRO [J-PRS [7 SEG e o

‘Assumptions Used in Arriving at Fiscal Estimate.

[1'SEGS -

The Department of Agri{;u!mm, Trade and Consumer Protection (“department”) licenses and nspects dairy plants under Wis.
Stats. 55 97.20. Under s, 80.36(4). Wis. Admin. Code, the dcpaﬁiﬁcrit'mquircs the dairy plant operator to report to the department
results of any microbiclogical test canducted on a pasteurized or ready-to-cat dairy product that confiems the presence of
pathogenic organisms in thar product. The current reporting requirement discourages pathogen testing, because test reports
become public records that may be upen 1o public inspection even if the affected products are withheld from sale,
This permanent rule repeals this counterproductive reporting requirement, and creates aliernative rules that will provide better

_ public health protection and encourage mqm_pét&ggca_.{;sﬁﬂg,_ (REETPERP : - e

. Thcproposedpcmarzem rule has no anticipated fiscal impact on the department.

Long-Range Fiscal implications

Nene anticipated
Prepared By: Telephone No. | Agency
C. Thomas Leitzke {608) 224-4711 DATCP

fﬁﬁ;thcrized Signature Telephone No. Date {mmiddiccyy)
Sacloiy %‘*’f/’ HAY S THe | 95 py






